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Sandcz, Inc.
Pharmaceutical Division
Drug Registration & Regulatory Affairs
Attention: Richare J. Raffa

Senior Project Ccordination Manager
Fast Hanover, Rew Jerscy 07936

Dear Hr, Raffa:

Reference is made to your Antibictic Form 5 Applications dated November 12,
1982, submitted pursuant to Section 507 of the Federal Food, Drug and Cosmetic
ket for the preparations SANDIMMURE (cyclosporine) -concentrate for infusion
snd oral solution. : :

We also refer to your submissions of April 22, July 29, September 7 anu 9,
October 13, and Deceinber 29, 1862, and January 20, February 15, Harch 2, 7, 11
and 30, April 26 and 27, Hay 4 and 9, Jdune 1, 6, 7 and 27, September 23, ;
Gctober 5 and 1S, and RHovember 7, T18E€3. - Co

The application was filed cn Hovember 7, 1583,

We have completed the revicw of these applications as amended and have
concluded that the drug is safe and effective for use as recommended in your -
draft.labeling submitted Hovember 7, 1383, and wod1f1ed be]oh. fccordingly, R
the applications are approved. . : g

In the WARNINGS section of ycur draft package insert, the paragraph on
lymphoma should be deleted and the f0110wirg statement substituted,fc it

) Aphewas have developed in. pat1ents recewving cycTospor1ne and otherr ERER
"Iforms of 1nmunosuppressxve therapy after transplantation though no: causal Fa)
relationship has been established.” With cyclosporine some patients have &j;s T
developed a lymphoproliferative disorder which- regresses«ahen the drug;isa,_\gg_,u
d1scont1nued " '

In the ADVERSE REZACTIGHS section, in the tab Te on page r1ne; “”ena! TransplanL
Patients in Whom Therapy kas D1scont1nu;d " under “Reason for :
Discontinuation,* *Lymphoma® should be changed to .. Lo
"ijphoma/Lymphonro]1ferabive Disease. . Lo j‘: ';jg;;

RN

"f Practical uLide,” inciuded in your promotional_material, conuains on page ;;i
“fourteen under *Adiministration"-a.conment about’using = .glass container. “and
irinsing 1t with additicnal di?uent to egsure th&t\the tota? ‘dose ° is taken.
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